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No. 390] NEW DELHI, TUESDAY, JUJLY15, 2e08/ASADHA 24, 


wigzT ^ -qfttirt iwig i t i 

[ 'n rnifiOiVi llrai fironr ] 

arfti^xRT 

M 1^, 14 •pl^, 2008 

w.w.fr. S26(3T).—sftr fwr, 1945 m ^sr ^ 1^' ^ 

Rnfcinsld M THW Rroft aqftj^pR, 1940 (1940 ^23) ^ 

?lf^4 ^ 3PTln ^ t, ^ misK ^ SI^^IpR ^ WlP^^I^T ^ ^ •3U^ 

Wlf^ct 'UHlcHI't jJenif^ici 1%^ «n?iT t’ as^tr ■JfF ^ ^ "3^ 91^9 P(4*il "'if <ii<l<sl ■^, 

^ fR ^ sRfif wc?T ^ ^ WR ^ 'Srf^raf ^ ^ t, ^ 

■3^^ ^ ^ p] t, oillRI ; 

3118^ "^n pm, an^, •#! ^ ait>fd 8 F fp: (3^114) 1^^, 

w^sar afk-qft^ a>i?*iiq wm, ^Eirqt *pr, ^ f^c#-iioooi ^ ^ ■sit 1 1 

^ arr^' an pr^ -qr, ^ -saRT fWif ^ •5^, ■?r irjr arerfir ’t!tr mm 

#1, apM I 


mwi 'Put*! 

1. (i) fT SRTffiirm-qm akfV alk irar^R-iniT# (^ 

(ii) «<ibi(l TTsrm -3^^ sff^ iRiTTR ^ tl!f*i "5^ 90 fH' ^ ^ #t 1 

2. afNf^ a^lr iraisR wnft , i945'^’3T5ptH< mnn ^’fOTnq^'^‘‘3^p^1qwT3T3mq 

ig a i ^^ffffit ^ ^** ^ msifitci tm -q arntTenf^ wn, aqaifa ;- 
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% ftfi r nfot wiiJi 

^ ^ 3!fiTOl?T ^ 71^ ^ ^ WIT ^ 3fk ^ ^ 

% "Wf ^ W ^1 '3T^'W 1^v?lT ^ ^prW 3TT*^?T^ 3fk 
■<w^«pw ci«iT f^fTsnrT /«ng*PT 3fN«nM) % ^ aftr 

wM ar^arf ^ wiar wtt ti ^ ftw 

^Hf4l l^f^rHI Mgfil TOt. 1^, ?FWfr, T3FfsNT?T, ff^Tmr, TWT, ^1^, 
"Hroi (^TT^ ^t*I'*1 *ij?t %) jin ^TTR*T» *f><*i^cT®TI aTlft[ '?FT dcr^lil ^ I 

rWT 5>V<f1^RT f^TTfT 3^1^, TSf^ 

aftr «n^3Tf, Tifiswr 1 ^h t >^»<ui m ’I'tot i^iwi WFf 4 B*T i pJW> rii wii^icT ^ ^ 

a;ftT^faqrwtaFftTfiT? T%f<F i J ^[^wfi^Pt'’ g tgpf kd i^wti%^ 

^ ^R#r w a^NW ^ a^ qg f d qt apflr T#fftrARwq^?PT/ 
Juf^'nin ai^N«T ^ '^'i'i'^^F «*ii^i^sl t ^ i^PiMi>^( ^ '«'j*i(n ^ I • 

2t ftfPwfuT 

vigaff afk lai^'jfl ^ ^ aftr apflr ^^sii%r ?|t|i?bf % ^ 

^Flf^ci WTTWTT.Mwft a^tTim3TTtnf^T7^3^-g?^%MTiT 

tg ^1^ ^ arorr 7T5T W*TT ?TlftF» ^ ^ ^T%l 

^il|6(fV<-WIP''^<FW/5>Vrl'»1ld 3?5(?T j^i^jta{|6|J?<I«hdl 

2.1 (^) »T^ ^F^3T^7nq?T ^aq^*IT»T 

m WT, ^ TTm f^F# Tntr ^ ^ 100 Tsnf 

\ 

(Iff) ^IBF?r 3^tT^^WT aq^pTFT .*- 100 Bpf ttffe ( F ^ ?T’enft T ?T a| g W ! q|ii|tb , 3fl«R 37lftr) 

(tt) ^l#W^-100apt^l 




Wl?r: 
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[VPTIl-ijP»g3(n] 


-hi^hIIi^I % ^'iiiebK twr f?r ^iw ^ wir ^ «ir 1% 


-I '5WWf % 'STcf'td -sM^ T3R TOWT WTlft 


^ iq^n\*i WR,^ 3T«RT 3TRlft?T cRT 3RT q>T fsfRT 'STR rTli^ 
3T13RR^ ?TNqR !RR I^RT W ^ 1 ^[^rfcR 3<tW qjt fqf^Rh^T^if SRT 

«<ldlQ«Hl 3T«RT qR qfIfRT -iimWl ^ >w«+>nl ^ I -^J^idd ^ ^ q% ^ rRT % 

3RR % 3PT T3[^ % fgsjf qjt TRI’T f^RT ^STRT ^nfttr I 


I^I^rW ^ ^ SIR % Rq I^RT «IRT ^1%^ rlli^ 1sRR?T ^Srf ^ q?*R 

"Sit 'Jf!'Wl4^,'Sll^Plct» cRT RH RR 3Trt^ ^cdsf qR% dcHml ^ ’H'HiI^R I^RT ^ ^R% I 
wrfM % Rq^T 3^ 3nq^ ^ qr ^ 3<k ^R)RT iRiF ^ ^sqRar 

qjqqT ^ rfrf^ 3?^f%qi ^3Tf 3:ftT ^ ^ I # ^ % 1^ 

\ 

R fqqjRT q’^ni^ trt "sq^qd q^qi^'?i%cT■^qRs^ RR 

rfrf^qi^ 3itT^3Tf R^^zi^^qjrfqqjt sftr <=tmic)<ui e^) ^<jr ^Pif^dd 


^ ■'iqtW % ^?7Rqq qrft qR 3 ^ qfdq^ 3qfq ^ t 

3qfch<ui TOt ^Jijrdd wt qjTR) 3 ^ f<q>iilq f?R2*T qq q^ qR^ q?^ 
^raiqq % q^qR fq^ ^ qRqrjpt 11 


2.2 ^R, ^ 3RqT 1q«i^ qq qqW qR% qi^ '4 qFftqvTq qpyRRpt qlqRT % 

^l?R qiR fqR qiT cTnRFff qq 1q?|q ^ ftqq^ 3T^?i^R iqjqr ^nqqr 1 ^ ^^3rt 

^M|q 3T«RT qq2^ Rq^r^qq# qm frqfe ^ qiq Rqt (qrWter) qqr Rq qi^ 
(m4<luiq>) ^ifR^^rnqqRRqqciqqiRTqprq^fqRTRij I > 

fsrfqqWsNt^q^ %oiRqifsRRoqfqdqf^^^]P?R#!5ircTqj^?ft1iR?iqTI 
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'iRct ^ : ararvRpr 

I ■ ' . - •.-~ 

' 14, 3!*^ % tn'sflriTTeRT 

dnmn -d^a cimMu 


Or) O'ilkn Qq>|4 H(^ct>| 

1. 9Fr^R?TT 

2. 

3. i^TTsrwT 

4. -HRyl ^^Ti<r 

5. Qepji uR*r^?:4^^?^72T 

6. 3^ 

7. ZPOT3TTO 

8. 3ira^q^dIfHK 

3?!?^ *1«W^I Pwb(U|:- 


#JiRffr r^rn^sifHl a#rapT ^rjpt fef^diart ^ ^ ^ 

qxiiiq <^ij|qxii ^ crib'll ^ rWT '^i^R'qd '^v( 4 ^ 'yTT5'ni3['3^ id!i‘1'^rll3lf 

tlT # «IH ^!HT I ^ -yWcTT 475[^ ^ ^ I 




^ ur-^ef) -Hwy) ^ 

11 ^ ^3!f yr 3^ 3^ i5R<JcT '^JERT ^ 3ilc(5RebdT ^ 

tl f^r^Rldl ' 3 ^ ^ IJcb^M Td^I^dT #g STcPj? x|PT^ ^ ^ I 

^ PlHl«l HM^h yqicld ^ ^ ^1%rr 


»iuiddl ^’srJT ^?T%rTr 3^1 %rtfcT 3T«?tcT V],-^ 

dUd<rd,^<9t'i<'irq,d^rd,lH^Hc5|,<iciiy1 =t>^icr>'dl,^^'^Ti, 3T^^T^ Pi'e4<^<rq % 3I^dR 
f^7®Tlf^ I^RT'*inRT I, 
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• 3 ^ % BRor 3TTO ^ ^ 37TBRR aTW ^ 3F!f 

^ TT^ eR^ '»IHI I 

*frt^ Tl-HTPft ^ «IHr cfrf^ ^ ^ ^ ^ I 

^ WT ^ ^ ^ I 

4. 3cqT^ grow ’ll? 

^TPT, ■'irir ar^rar Tteir <Hi+ri -qil^i^ cTif^ aiBrar •OPm! frt 

afNi^ ^ 4 'tji^d ^^vJIT ^ I F?T TI^iR ^ viia«^ci afh^ 

g fdf ^ ’tn ^ Tn% ^ l^^^tdiarf ^ m #ft ^ ^P#EirT ^ % 

dHK ^ <ir^is ^ <=<iM'H ^ I 

^ % M-sKI^I HHeh yrjHd ul^iJiarf ^ VlliMd 

^ % Hm-HW ^5# atf^ f^FIER cT^ ^ 31^3# ^ ai^qidH 

'dll* I 

5. TTfNf^ WP Mm 3rqK ^ ^ ^ 5^1 ^ 

% jdiKd ask 'i'Tdfn f^qspii ^ BfiTdHft #tt i ifen % ^Itr 

afNi^ % Mia«^ci TT^iq'^q IqPi*Hlui ^ ^iiIhci cblfHdil ^ ^ ^ ^ ^ ^ ^ 

rcrj^)tr?Fi FRT M^5rHk ^TFiT ^En%tT| FH Tm ^ afrr 

3T^aiw^cbtR^i^^i#f^;FFF^5n%^cnf^^^WTM^H%i%T4Fcfc^ apTl^ 
^’I'»j5*i) I 

6. ^l(?r<5b>T^ltt*TW^^^>T%^^XTEF#^qt^%3lrf«I^%3ic^ 

# % HHm aftr ’I'Tdrll fd%«<:fl'l3Tf 4 Tri^te ^1 T#srf^% 

'3?q[^ afk ’|orafTl ^ ^ TTfhM % PdUllM ^ifWT 

fI^ dliF^ I 3flT {Hqd**l 3T5^ ^ ^ dues'll aT^??I 

#TT 'ElriFq I ^ ^ ^ f^dTliuT 3 ^ H%?T 371^</lH^/^Hl4i 




MTCWiW TIqfMil : '3TOI«JKT>I 


[iMII-7ggg3a)] 

7. ^H%*T «WT7^55^FT '3^ 3Tt’^%^TR7ra^Tn'*?Tft1^i^WPFff 161 % 

^ ^ ^ Iw (^ % 3#(f^) ^ 

^ ^ qrt ^ ^ (aq«jsr ^ tit ^iq) qr q^ifqr 

I 

^n%q I ^ rxifacB i % 3rd4rt • j q q l' q ^ ^ 3c^g fcf^i 

WTT1 4 f^qrqfT 37wff % 7n^ ^ ^ fsrqrqrT cT^ cT«IT fsi^ 

3Tlfi; 4i-c<H I 3fMI^ % 3tqT ^ ^gU I 

8. T^rfNftr ?BT qrar-Piisriiuc- ■# '??q?T TTqqr qr srtRH qtj a;ni ststsit 

qn?ftq ^>^^ 1 % 3ttT>f?T W 31^ 3q^ 3^^ 3^ ^ 

?iff^?i qJT# % ?41iw4 qfiwT q«TT t?[^qT'^?q^%^ 

^ ^ 1 ^ Tqjq^ qf c^ qr W 37«?^?T tM 31W ^5q^ Aq 

sfNf^^^iqr 3?^?q aif^ I f9F?3?ftq'3?qTq siT^qr^^qp^^ 

Tj^ ^qtiT ^ t qjl .^qrar f^r^tror ^ Aq? %qT qqr^ # 

sqqtqfiT % 'sqqtq ^ ^qrr it i ^N[f^ ^ i^qrqri Bwiqf qfi' f^sirN' ^qw % aflr 

« 

qit^ 3qv)qrfl -ST^ql^qiff FWtI rT«#r 3TWV1Wli^'Tl^^^'qF?TFl 

qiftfctni 3^ ?^q[^qR'’3T^q?TM^^q^^Fq^s^ftifTfrtTTTi 


[qq. 11024/l/2008-lft^M(a^T3q)] 

finq q'fftl, "qf^ 

qiq ft«TOT :—’J?! 28-10/45-T?q (1) 21 Rii*q<, 1945 ^ 3^ 

qi^ ^ Tiqqq "^qqqf^ ftq^qq 3^1^ 3ffliiq qWtqq u ^.qqA 678( 31) 

qrt>qr 31 3Tq^, 2006 ?jqi ft»qi qqri 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) 

NOTIFICATION 
New Delhi, the 14th July, 2008 

G.S.R. 526(E).—j-The follovving draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, vvhich the Central Government propose to make rules, in 
exercise of the powers conferred by section 33-N of the Drugs and Cosmetics Act, 1940 
(23 of 1940); is hereby published as required by the said section for the information of 
all persons likely to be affected thereby and notice is hereby given that the said draft 
rules will be taken into consideration after the expiry of a period of ninety days from 
the date on which copies of the Official Gazette in which this notification is published, 
are made available to the public. 

Objections or suggestion, if any, may be addressed to the Secretary (Department 
of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) (AYUSH), 
Ministry of Health and Family Welfare, Indian Red Cross Society Building, New Delhi- 
110001; 

Any objection or suggestions, which may be received from any person with 
respect to the said draft rules within the period specified above will be taken into 
consideration by the Central Government. 

DRFT RULES 

1. (i) These rules may be called the Drugs and Cosmetics ('3/vJAmendment) Rules, 2008. 

I 

(ii) They shall come into force after the expiry of ninety days from the date of their 
final publication in the Official Gazette. , 

2. In the Drugs and Cosmetics Rules, 1945, is Schedule T, in Part II, 

in item C, relating to "LIST OF EQUIPMENT RECOMMENDED FOR IN-HOUSE 
QUALITY CONTROL SECTION/' before note, the following shall be inserted, namely: - 
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D. Supplementary guidelines for manufacturing of 
Rasaushadhies/Rasamarunthukal /Kushtajat (Herbo-mineral-metallic 
compounds) of Ayurveda^ Siddha and Unani medicines 

These guidelines are intended to complement those provided above and should 
be read in conjimction with the parent guidelines. The suyplemmiary guidelines are to 
provide general and minimum technical requirements for quality assurance and control 
in manufacturing Rasaushadhis/Rasamarunthukal and Kusi^at (Herbo-mineral- 
metallic formulations). These supplementary guidelines deal with Bhasmas, Sindura, 
Pishti, Kajjali, Khalviya Ras, Kupipkwa, Rasayan, Parpati, PotaU Rasa, Satwa (of Metals 
and Minerals origin) Druti Parpam, Karpu, and Kushta etc. used in A 3 mrvedic, Siddha 
& Unani System of medicine. 

The supplementary GMP guidelines for Rasaushadhi/Rasamanmthukal and 
Kustajat are needed to establish authenticity of raw drug, minerals and metals, in- 
process validation and quality control parameters to ensure that these formulations are 
processed and prepared in accordance with classical texts and for which safety 
measures are complied. Only those manufacturing units which have Good 
Manufacturing Practices for ASU drugs and supplementary certificate for 
Rasaushadhies/Rasamarunthukal/Kustajat formulations shall be allowed to 
manufacture the same. 

2. Manufacturing Process Areas. - 

For the manufacture of Bhasma and Kupipakawa and Rasaushadhi preparations 
made from metals and minerals the following specific areas shall be provided, which 
should be completely segregated from the production area used for preparation of 
plants and animal by product based products to avoid contamination. The following 
minimum exclusive areas are required or Rasaushadhies/Rasamarunthukal/Kustajat; - 

2.1 (a) Bhatti or any other Heating Devise Section: -100 Sq. feet for heating, burning, 
putta and any heat related work with proper ventilation, exhaust and chemay. 

(b) Grinding, Drying and Processing Section: -100 Sq. feet (Manual or Mechanical, 
oven etc.). 

(c) Related Store: -100 Sq. feet. 
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The size and dimensions of each Bhatti Section would be so designed to suit the 
batch size or quantity of materials to be processed, keeping in mind the processing is 
done as per the conditions of Drug & Cosmetics Act mentioned xmder Schedule I 
official books. 

In addition to the fuels prescribed in the schedule books namely coal, fire wood, 
cow dimg cakes etc., use of other heating devices e.g. electrical heating, oil or gas fired 
furnaces and others may be employed so as to provide the required temperature. 
Depending on the formulation being manufactured, manufacturers may adopt aerobic 
or anaerobic process. Properly baked and clean earthen pots of other crucibles and 
glass containers of appropriate design should be used. 

The manufacturing area should be designed with special attention to process the 
products that generate toxic fumes tike SO 2 , arsenic and mercury vapor, etc. When 
heating and boiling of the materials is necessary, suitable ventilation and air exhaust 
flow mechanism should be provided to prevent accumulation of unintended fumes and 
vapors. Such areas may be provided with properly designed chimneys or ducts fitted 
with exhaust system and suitable scrubbing system to remove fumes and smoke, so 
that safety of personnel and environment is taken care of. 

Since processing of Rasaushadhis may introduce heavy metal contamination and 
cross contamination etc., therefore, cleaning of equipment is particularly important 
after every process by using appropriate cleaning agent. 

2.2 Records shall be maintained specially for temperatures attained during the 
entire process of Bhasmikaran, while employing furnaces using oil, gas or electricity. 
Appropriate temperature measuring instrument should be employed such as 
pyrometer and, pyrograph for manual reading or recording by heat sensors, connected 
to computer as the case may be. 

Access to manufacturing areas shall be restricted to minimum number of 
authorized personal only. 
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3. Quality Control.- 

A. In Process Quality Control: - 
The registers as indicated below should exclusively be maintained for ready reference: - 

(a) Shodhan Register with following details: > 

1. SI. No. 

2. Batch No. and Size 

3. Date & time. 

4. Name of the material with Quality reference 

5. Quantity of Shodhana Dravya 

6. Book Reference followed 

7. Methodology 

8. Description 

9. Duration of each process. , 

(b) Job Register with following details: > 

I. SI. No. 

• 2. Batch No. 

3. Date and time 

4. Name of the material and quality reference etc. of starting materials 

5. Quantity of Avapa Dravya 

6. Quantity o^ Bhavana Dravya 

7. Date and Time of Starting of Bhavana or Mardana 

8. Date and Time of completion of Bhavana or Mardana 

9. Number of Samputa (Quantity of material in each samputa) 

10. Tjrpe and Number of Puta 

II. Time and Date of evacuatiori 

12. Time and Date of completion Puta 

13. Obtained quantity 

14. Colour and texture of the product or standards 

15. In process tests followed 

16. In case heating at a particular temperature is required, record of attainment of that 
temperature. 


2671 GI/2008-3 
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(c) Grinding Record Registen - 

1. SI. No. 

2. Batch No. 

3. Date and time 

4. Name of the material 

5. Time of starting of grinding 

6. Duration 

7. Particle Size 

8. Repeat the grinding if required 

t 

B. Product Quality Control: - 

The specifications for finished Rasaushadhi are primarily intended to define the 
quality rather than to establish full characterization, and should focus on those 
characteristics foimd to be useful in ensuring the quality. Consistent quality for 
Rasaushdhi can only be assured if the starting material-metals and minerals are used of 
pharmacopoeial standards. In some cases more detailed information may be needed on 
aspects of their process. The manufacture will ensure in-house standards for the 
uniform reproduction of product. SOPs for preparation of dossiers ras-ausadhis should 
be persued to the state’ licensing authority alongwith the application for supplementary 
GMP. 

Quality testing will be carried out as per official Pharmacopoeia or Schedule 
books for texts namely colour, taste, varitaratwa, Rekhapumatwa, Laghutva, 
Nirdhumatwa, Dntagre Kachakacha, Niruttha, Apunarbhava and Nischandratwa. 

The Particle size of the product should be tested by adopting microscope fitted 
with micrometer or particle size analyzer or such other techniques. Required physio- 
chemical characterization of the product should be undertaken to ensure quality of end 
product. The disintegration time of pills-vati and tablets should also be recorded. 

4. Product recalls. - Literature inserted inside the product package should indicate 
the Name of the Head of the Quality Control Section, address or email or telephone 
number for reporting of adverse drug reaction by physicians or patients on receipt of 


: arai«ni®r 
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such Adverse Drug Reaction report it will be the responsibility of the manufacturers to 
ensure that the matter and recall the product from the market. 

Standard operating procedures should be included for storage of recalled 
Rasaushadhies in a secure segregated area, complying with the requirements specified 
for storage, till their final disposal. 


5. Self-inspection. - One expert of manufacturing of Rasaushadhi will also 
undertake self inspection of the product. He will be responsible for production and 
quality control testing of Rasaushadhis. Employees engaged in manufacturing should 
be medically examined by a medical specialist at least once a year for any adverse effect 
of the drug during manufacturing process for which X-ray and other necessary tests 
may be carried out for ensxiring that there is no deposition of heavy metal particles in 
vital organs. 


6. PersonneL - The release of Rasaushadhis should be under the authority of a 
person who has been trained in the specific features of the processing and quality 
control of Rasaushadhis. Personnel dealing with the production and quality control 
of Rasaushadhis should have an adequate training in the specific subject of 
Rasaushadhis. Manufacturing and Quality Control Section must have one Ras 
Shastra-Bhaishjay Kalpana Expert. He will be at least degree holder in 
Ayurveda/Siddha/Unani medicine with 3 years of manufacturing of Ras aushdhi or 
B. Pharma in Ayurveda/Siddha/Unani degree holder. 


7. Packaging and labeling. - In addition to the rule 161 of the said Drugs and 
Cosmetics rules the following information should be provided in the label. There 
should be adequate information on the label (or in package insert) informing the users 
of the composition of the product (in addition to the name), the label will also carry a 
caution to be used under medical supervision. In case of Rasaushadhi contain toxic 
ingredients, the information on toxic features and antidotes etc. should be given in the 
insert of the product. 

8. Dosage form of Rasaushadhi. - The Rasaushadhies may be made into an 
acceptable dosage forms such as, chuma, vati, guti, tablet, capsule or Capsule after 
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adding suitable permissible fillers or binding agents as permissible under the API or 
Indian Pharmacopoeia as updated from time to time. In sUch cases the label must 
indicate the quantity of active medicine in one Tablet or Pill or Capsule. The crystalline 
product may be grinded before packing in the individual size". All the 
Rasaushadhi/Rasamaruthukal/Kashtajat should be packed in a dosage form which is 
ready for use for the consumer. Grinding and weighting of individual dose of 
potentially poisonous products will not be permissible in patient consumer pack. 
However for hospital bulk pack, it will not be applicable and level will clearly indicate 
the "Hospital pack". 

A 

[F. No. K-H024/1/2008-DCC (AYUSH)] 
SHIV BASANT, Jt. Secy. 

Footnote :— The Principal rules were published in the Gazette of India vide Notification Number 
F. 28-1 0/45-H(r), dated the 21 st December, 1 945 and last amended vide notification 
number G.S.R. b8(E), dated 31-10-2006. 


Printed by the Minager, Oovt. of India Preu, Ring Road, Mayapuri, New Delhi-110064 
and Publiihed by the Controller of Publicationi, Delhi-110054. 




